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PQRI
PSD MAss BALANCE WORKING GROUP

MINUTES OF THE TELECONFERENCE

OF THE PORI PSD MASS BALANCE WORKING GROUP ON
29 JULY 2002

L. PARTICIPANTS

Terry Tougas (Boehringer Ingelheim), Chair
Paul Curry (Boehringer Ingelheim)

Bill Doub (FDA)

Lana Lyapustina (IPAC-RS)

Jolyon Mitchell (Trudell Medical)

Brian Rogers (FDA)

Helen Strickland (GlaxoSmithKline)

II. OPENING

Dr. Tougas opened the meeting and welcomed the participants. Working Group
members reviewed and approved the following objectives of the teleconference: to discuss
updates and agree on next steps.

III. DISCUSSION

Approval of Draft Minutes of 3 July Teleconference

Participants discussed Dr. Poochikian’s comment on the draft minutes of the 3 July
teleconference. They agreed that the sentence starting on line 61 should be revised to read: “A
discussion paper prepared by Dr. Curry (see Appendix A) reflects his understanding of the
discussions on MB held by the USP AEC but is not intended to represent the official USP AEC
position.” If the underlined addition to the sentence is acceptable to Dr. Poochikian and Dr.
Byron (USP AEC Chair) the minutes should be finalized.

Update on data-mining template

The participants were briefed on the following:

e Dr. Tougas and Dr. Rogers are preparing a cover letter to solicit CI data;

e Ms. Strickland is preparing a data reporting template;

e The PQRI Steering Committee is developing a general confidentiality protocol; and

e At the end of August, all of the above documents will likely be available for the
Working Group’s review and discussion.

Update on discussion of experimental design

The participants were briefed on the following:

e Ms. Strickland has discussed the experimental design with Mr. Christopher and Dr.
Diener;
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IV.

e Ms. Strickland will prepare a draft concept paper on the experimental design and
provide it to the discussion subgroup for review during the week of 12 August;

e The discussion sub-group will hold a teleconference on 19 August to discuss the
draft concept paper; and

e The concept paper will likely be available for the full Working Group’s review and
discussion at the end of August.

Update on progress of draft GCIP

The participants were briefed on the following:

e Dr. Mitchell, Mr. Wyka and Dr. Curry are preparing a draft of the paper addressing
good cascade impactor practices and a MB failure investigation tree;

e The draft is nearly complete; and

e The draft paper will likely be available for the full Working Group’s review and
discussion at the end of August.

AGREED ACTIONS

e A face-to-face meeting will be held on 24-25 September to discuss the following draft
documents:

—  Good Cascade Impactor Practices and MB Failure Investigation Tree;
— Experimental design to study CI variance; and

— Data template, cover letter and confidentiality protocol for the PSD data-mining,.

NEXT TELECONFERENCE/MEETINGS

The next face-to-face meeting of the PQRI PSD Mass Balance Working Group is

scheduled for Tuesday-Wednesday, 24-25 September, 2002. The meeting will be held at the
FDA (5600 Fishers Lane, Rockville, MD) from approximately 12:00 noon on 24 September to
approximately 4:00 PM on 25 September. Further details will be provided when available.

Finalized on 4 September 2002



